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VEMORANDUM OPI NI ON

Plaintiffs are individuals and conpanies with a direct
financial interest indietary suppl ements containingvitamns Cand
E ("antioxidant vitamns") as well as a non-profit therapeutic
heal t h organi zati on conposed of physici an menbers who sell dietary
suppl enents containing antioxidant vitamns.! They bring this
action agai nst Defendants Tommy F. Thonpson, Secretary, United
St ates Departnment of Health and Human Services ("HHS"), in his
of ficial capacity; HHS; Bernard A. Schwetz, Acting Princi pal Deputy
Comm ssi oner of the Food and Drug Adm nistration ("FDA"), in his
of ficial capacity; Joseph A Levitt, Director of the Center for

Food and Saf ety and Applied Nutrition of the FDA, in his official

! Plaintiffs are Julian M Whitaker, M D., Pure Encapsul ations,
Inc., Wellness Lifestyles, Inc. d/b/a American Longevity, Durk
Pear son and Sandy Shaw, and the Anerican Association for Health
Freedom (previously known as the Anerican Preventive Medical
Associ ation).



capacity; Christine J. Lewis, Ph.D., Director of the Ofice of
Nutritional Products, Labeling and D etary Suppl enents, Center for
Food Safety and Applied Nutrition of the FDA, in her officia
capacity; and the United States of Anerica.

Plaintiffs challenge the FDA decision prohibiting dietary
suppl enments’ labels from including the health claim that
"Consunpti on of anti oxi dant vitam ns may reduce the ri sk of certain
ki nds of cancers" ("Antioxidant Vitamn Clain or “Clain).
Plaintiffs contend that the FDA s decision violates the First
Amendnent, the Fifth Amendnent, the Defendants' oaths of officeto
uphold the Constitution, 5 U S.C. §8 3331, the Food, Drug and
Cosmetic Act ("FDCA"), 21 US.C. 8§ 343(r)(1)(B), and the
Adm ni strative Procedure Act ("APA"), 5U. S.C. 8§ 706. Plaintiffs
seek a prelimnary injunction enjoining the FDA fromtaking any
action which would prevent the use of the desired anti oxi dant
vitam n health claimas proffered or with reasonabl e di scl ai ners.

This matter is before the Court on Plaintiffs’ Mdtion for a
Prelimnary Injunction [#4]. Upon consideration of the Mdtion,
Opposition, Reply, the Excerpts of Record, and the entire record
herein, for the reasons discussed below, Plaintiffs’ Mtion for a

Prelimnary Injunction is granted.



Backgr ound

A. Statutory Franmework

Prior to Novermber 8, 1990, the FDCA, 21 U.S.C. § 301 et seq.,
provided that dietary supplenments--including the supplenments
contai ning the anti oxi dant vitam ns at i ssueinthis case--would be
regul ated as a "food, " unless their i ntended use was as a "drug. "?
If a food or dietary suppl enent | abel® contained a health claim*
t he FDA deened t he product to be adrug, andit then becane subj ect
tothe FDA s rigorous drug approval and drug | abel i ng requi renents.

See 21 U.S.C. §§ 321(g)(1)(B) and 355.

2A"dietary supplenent” is defined, in part, as a "product

i ntended t o suppl ement the di et" which contains avitamn, m neral
or other enumerated substance. 21 U S.C § 321(ff). "Food" is
defined, in part, as "articles used for food or drink." 21 U.S.C.
8§ 321(f)(1). "Drugs" are defined, in part, as "articles intended
for useinthe diagnosis, cure, mtigation, treatnent or prevention
of disease.” 21 U.S.C. § 321(g)(1)(B).

5 A "label" is defined as "a display of witten, printed, or
graphic matter upon the i nmedi ate contai ner of any article.” 21
U.S.C. §8321(k). For purposes of this Opinion, thereis noneedto
di sti ngui sh between "I abel s" and "| abeling," thelatter of whichis
defined as "all |abels and other witten, printed, or graphic
matter (1) upon any article or any of its containers or wappers,
or (2) acconpanying such article.” 21 U S.C. § 321(m.

4 "Health clainms" are statements that describe a relationship
between a nutrient, such as calcium and a disease or health-
related condition, such as osteoporosis. See 21 U S C 8
343(r) (1) (B).
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On November 2, 1990, Congress anended t he FDCA by enacting t he
Nutrition Labeling and Educati on Act (" NLEA" or "Act").® The NLEA
i beralized the FDCA, creating a "safe harbor” from "drug"
desi gnation for dietary supplenents and foods that nake health
clainms. See 21 U.S.C. 8§ 343(r)(1)(B). Under the Act, so |long as
a health claimfor dietary supplenents is made i n accordance with
21 U. S.C. 8 343(r)(5) (D) as well as other sections of the statute,
the claimis not subject to the FDCA's far nore extensive and
demandi ng approval and | abeling requirenents for drugs. See 21
US C 8§ 321(g)(1)(B).

The NLEA al so est abli shed t he procedure for FDA aut hori zati on
and eval uation of health clains for foods and di etary suppl enents.
The Act directed that health clainms for conventi onal foods shall be
approved

only if the Secretary determ nes, based on the totality

of publicly available scientific evidence (including

evi dence fromwel | - desi gned st udi es conducted i n a manner

whichis consistent with generally recogni zed scientific

procedures and principles), that there is significant
scientific agreenent, anong experts qualified by
scientific training and experience to evaluate such
claims, that the claimis supported by such evidence.

21 U.S.C. 8 343(r)(3)(B)(i). However, a different authorization

procedure was provi ded for health clainms for dietary suppl enents.

| nstead of mandating a particular standard as it did for

5 Pub. L. No. 101-535, 104 Stat. 2353, codified as anended at 21
U.S.C. 88 301, 321, 337, 343, 371 (1990).
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conventional foods in 8 343(r)(3)(B)(i), Congress broadly del egat ed
to the FDA the task of devel opi ng an appropriate procedure for
eval uati ng and aut hori zi ng health cl ai ns for di etary suppl enents.
The rel evant section nerely provides that health clains

made with respect to a dietary supplenent . . . shall be

subject to a procedure and standard, respecting the

validity of such a claim established by regul ati on of

t he Secretary.
21 U.S.C. 8§ 343(r)(5 (D). The FDA responded to section
343(r)(5) (D) by promul gating 21 C. F. R § 101. 14, whi ch adopted t he
sanme standard for authorizing dietary suppl enment health cl ai ns as
t he NLEA prescribed for authori zi ng food heal th cl ai ms--si gni fi cant
scientific agreenent. The Act al so specifically directed the FDA
t o consi der whet her heal th cl ai ms coul d be aut hori zed for a nunber
of specified nutrient-disease relationships, including the
anti oxi dant vitam n/cancer relationship. See 21 U.S.C. 8
343(r)(5)(D); NLEA, Pub. L. 101-535, § 3(b)(1)(A)(x).

B. Procedural History

After a | engthy rul e-nmaki ng procedure under the APA, the FDA
adopted a final rule prohibiting clains associating anti oxi dant
vitanmi ns with cancer on January 6, 1993. See 58 Fed. Reg. 2622
(Jan. 6, 1993); Excerpts of the Record ("E.R ") Tab 5. The FDA

found significant scientific agreenent that there was evidence

supporting the relationship between a decreased ri sk of several



types of cancer and " dietsrichinfruits and vegetabl es, which are
generally low in fat and high in vitamn A (as beta-carotene),
vitamin C, and dietary fiber." 58 Fed. Reg. at 2622 (enphasis
added). However, the FDA did not find that such evidence was
"sufficient to attribute the reduction in risk specifically
to...vitamn C, or vitam n E, al one or in conbi nation, or to other
conponents of these diets." 58 Fed. Reg. at 2622. Nine nonths
|ater, the FDAreiterated its refusal to authorize health clains
associ ating anti oxidant vitamns with cancer. See 58 Fed. Reg.
53296 (Oct. 14, 1993); E.R Tab 6.
1. The Pearson Plaintiffs

On Novenber 16, 1995, Plaintiffs Durk Pearson, Sandy Shaw, and
t he Aneri can Preventi ve Medi cal Associ ation ("Pearson Plaintiffs")
br ought suit argui ng that the FDA had vi ol ated t he Fi rst Anendnent,
the APA, and other |laws through its unl awful suppression of four
health clains, including the Antioxidant Vitamn Claim?® and
requesting that the court invalidate the FDA s deci sion. On
January 12, 1998, this Court upheldthe FDA s deci si on and granted

sunmary judgnment inits favor. See Pearsonyv. Shalala, 14 F. Supp.

2d 10 (D.D.C. 1998).

The addi tional health clainms chall enged by the plaintiffs (dietary
fi ber/cancer, onega-3 fatty aci ds/coronary heart di sease, and folic
aci d/ neural tube defects) are not at issue in this action.
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On January 15, 1999, the Court of Appeals for the District of
Colunmbia Circuit reversed and remanded the case with i nstructions
to remand it in turn to the FDA for reconsideration of the
prohi bited health clains, including Plaintiffs’ Antioxidant Vitam n
Claim in light of its discussion of the relevant |egal issues.

See Pearson v. Shalala, 164 F.3d 650 (D.C. Cir. 1999) ("Pearson

L").

The Court of Appeal s in Pearsonl strongly suggested, w thout
explicitly holding, that Plaintiffs’ Antioxidant Vitam n Cl ai mwas
only "potentially m sleading,” not "inherently m sl eadi ng,"” and
therefore the FDA' s refusal to authorize the Antioxidant Vitamn
Claim(or to propose a di scl ai mer to acconpany the Cl ai m vi ol at ed
the First Amendnment. Specifically, whilePearsonl recognizedthe
FDA' s concern that the anti oxi dant heal th cl ai ml acked "si gni fi cant
scientific agreenment because existing research had exam ned only
the relationship between consunption of foods containing these
conponents and the ri sk of these diseases,” the Court stated t hat
t he FDA' s concern "coul d be acconmodat ed. .. by addi ng a proni nent
disclaimer to the label."” 1d., 164 F.3d at 658 (enphasis in
original).

Pearson| | eft the task of drafting precise disclainerstothe
agency and acknow edged that in sone circunstances a conpl ete ban

of a claimmght be appropriate. ld., 164 F.3d at 659. \While
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recognizing the possibility that a disclaimer could be an
i nadequat e guard agai nst decepti veness, the Court was "skepti cal
t hat t he gover nment coul d denonstrate with enpirical evidence t hat
disclainmers simlar to the ones [suggested by the Court] would
bew | der consuners and fail to correct for deceptiveness."1d., 164
F.3d at 659-60.

| n addi tion, Pearson | heldthat the FDA acted arbitrarily and
capriciously in violation of the APA by failing to adequately
define the "significant scientific agreenent"” standard for
review ng health clainms that it had adopt ed pursuant to 21 U. S.C.
8§ 343(r)(5)(D). I1d., 164 F.3d at 660-61. Accordingly, the Court
of Appeal s directed the FDA on remand: (1) to determ ne whet her a
di scl ai mer could be added to the Antioxidant Vitam n Clai mand
other health clains to cure them of potentially m sleading
connotations, and (2) to explain "what it nmeans by significant
scientific agreement or, at m ni num what it does not nean." 1d.,
164 F.3d at 655, 660.

2. Remand to the FDA

As directed by the Court of Appeals, this Court remanded the
case to the FDA on April 20, 1999. In response to the first order
inPearsonl, the FDA published a notice requesting that interested
parties submt scientific data concerning the four substance-

di sease relationships at issue in Pearson |, including the
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anti oxi dant vitam n/cancer relationship.” 64 Fed. Reg. 48841
(Sept. 8, 1999); E.R Tab 8. The FDA al so contracted with a non-
governnment entity "to conduct aliterature searchto identify for
each of the four clainms relevant scientificinformationthat becane
avai l abl e after the agency’s initial review of these clainms."
Govt's Mem in Opp'n to Pls.” Mdt. for a Prelim Inj. ("Govt’'s
Opp’'n") at 4-5. As aresult of these two information-gathering
measures, the FDAreceived a | arge nunber of post-1992 scientific
studi es descri bing the rel ati onshi p between anti oxi dant vitam ns
and cancer that had been published since its 1993 rul emaki ng.
Govt’s Opp’ nat 5. Anmopbng t hese were si x subm ssions fromPlaintiff
that included 136 scientific references. Govt’'s Opp’'n at 5.

In response to the second order in Pearson | that the FDA
further definethe "significant scientific agreenment” standard for
evaluating dietary supplenent health claim, the FDA issued
"Gui dance for the I ndustry: Significant Scientific Agreenent inthe
Review of Health Clainms for Conventional Foods and Dietary
Suppl enent s" (" Gui dance Report" or "Report") and announced its

availability inthe Federal Register. 64 Fed. Reg. 71794 (Dec. 22,

" The conment period was originally scheduled to cl ose on Novenmber
22, 1999. Upon Plaintiffs’ request, the period was re-opened unti l
April 3, 2000. The FDA also held a public neeting on April 4,
2000, for the purpose of soliciting coments relating to the
i mpl emrent ati on of the Court of Appeal s Opi ni on. The comrent peri od
for this neeting closed on April 19, 2000.
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1999), stating t hat t he Report was avail abl e at
http://ww. cf san. f da. gov/ ~dns/ ssagui de. ht Ml ; E.R Tab 12. The
Gui dance Report stated that significant scientific agreenment neant
that "thevalidity of therelationshipisnot |ikelyto bereversed
by new and evol ving science, although the exact nature of the
relati onship may need to be refined.” 1d. at 2; E.R Tab 12. The
FDA further explained that

Al t hough significant scientific agreenent is not

consensus in the sense of unanimty, it represents

considerably nmore than an initial body of energing

evi dence. Because each situation may differ with the

nat ure of the cl ai med substance/ di sease rel ati onship, it

i s necessary to consi der boththe extent of agreenent and

t he nature of the di sagreenent on a case-by-case basi s.

ld. at 16-17; E.R Tab 12.

I n the Gui dance Report, the agency al so outlined the vari ous
aspects of its assessnment of proposed health clains. For exanple,
the FDA divided its analysis of studies on humans into
interventional and observational studies and noted that "[i]n
general, interventional studies providethe strongest evi dence for
[a suppl ement’'s] effect.” |1d. at 5; E.R Tab 12. However, the
agency stated that "[b]ecause of the limtations of wvarious
research nmethods that can be used to study substance/di sease
relati onshi ps” it would not be able to "specify the type or nunber

of studies needed to support a health claim" 1d. at 5; E.R Tab

12.

-10-



On COctober 3, 2000, over 18 nonths after the Pearson |

deci sion, the FDA published a noti ce revoking the four rul es held
unconstitutional by the Court of Appeals. 65 Fed. Reg. 58917, 58918
(Oct. 3, 2000).8 However, the FDA continuedto refuse to authorize
the health clains at issue in Pearson |, including Plaintiffs'
Anti oxi dant Vitamn Claim
3. The Folic Acid/ Neural Tube Defects Health Claim
On Novenber 13, 2000, the Pearson Plaintiffs filed a | awsuit
inthis Court chall enging the FDA' s deci sion to prohibit inclusion
of the folic acid/neural tube defect health claimat issue in
Pearson | on di etary suppl enent | abels. The folic aci d/ neural tube
def ects health cl ai mwas deni ed because t he FDA t hought the claim
was i nherently m sl eading even with clarifying disclainmers. See

Pearson v. Shalala, 130 F.Supp.2d 105, 111-12 (D.D.C. 2001)

("Pearson 11"). The Court found that the FDA had failed to conply

with Pearson | and granted the Pearson Plaintiffs' request for a

8 On March 31, 2000, the Pearson Plaintiffs filed an application
for aprelimnary injunctionbeforethis Court, contendingthat the
FDA's continuing refusal to authorize Plaintiffs’ Antioxidant
Vitamn Claim and the three other claims, wth or wthout
di sclainmers, violated the First Amendnment under the Court of
Appeal s’ ruling in Pearson|. On May 23, 2000, the Court denied
t he Pearson Pl aintiffs’ application, declaring, anong ot her thi ngs,
t hat "[b] ecause the FDA has not yet exhausted the 540-day period
wi t hi n which they nust make a final decisiononPlaintiffs’ health
claims, . . . Plaintiffs have not suffered any First Amendnment
injury whichthis Court can address."” Pearson v. Shalala, Cv. A
No. 95-1865, 2000 W. 767584, at *3 (D.D. C. May 24, 2000) (Kessler,
J.).
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prelimnary injunction, remanding the case to the FDA with
instructions to draft one or nore accurate disclainers.

The Court found that "the FDAsinply failedto conply with the
constitutional guidelines" of Pearson | and stated that "t he agency
appears to have at best, m sunderstood, and at worst, deliberately
i gnored, highly relevant portions of the Court of Appeals Opinion."

Pearson 11, 130 F. Supp.2d at 112. The Court concluded that the

"FDA acted unconstitutionally, and particularly in violation of
[ Pearson I], insuppressing Plaintiffs' O aimrather than proposing
a clarifying disclaimer to acconpany the Claim" 1d. at 120.

The FDA then moved for reconsideration of the Pearson |

deci sion, claimngthat the decisioninproperly considered rel evant
scientific evidence and created a |l egal standard i nconsistent with
Pearson I. In denying the notion, this Court noted that:

Def endants agai n seemto i gnore the thrust of Pearson |.
Whi | e t hat deci sion m ght | eave certain specificissues
to be fl eshed out inthe course of futurelitigation, the
phi | osophy underlying Pearson 1 is perfectly clear: that
[] First Amendnent anal ysis applies in this case, and
that if a health claimis not i nherently m sl eadi ng, the
bal ance tilts in favor of disclaimers rather than
suppr essi on.

Pearson v. Thonpson, 141 F. Supp. 2d 105, 112 (D. D. C. 2001) (Pearson

[11). The Court clarified the inmport of the previous Pearson
deci sions on the FDA' s decision to suppress health clainms by

stating that both Pearson | and Pearson Il "established a very
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heavy burden which [Defendants] must satisfy if they wish to

totally suppress a particular health claim" Pearson I11, 141

F. Supp. 2d at 112. Accordingly, the Court indicated that the FDA
"must ' denonstrate with enpirical evidence that disclainmers simlar
to [those] suggested...woul d bewi | der consuners and fail to correct

for deceptiveness.'" 1d. (enphasis added) (citing Pearson I, 164

F.3d at 659-60). Accordingly, on June 4, 2001, the case was
di sm ssed after an agreenent was reached t hat al | owed t he | abel s of
dietary supplenents containing folic acid to display the folic
aci d/ neural tube defect health claimw th a disclainer proposed by
t he FDA and chosen by the Pearson Plaintiffs,
4. Final FDA Action on the Antioxidant Vitam n Claim
On May 4, 2001, the FDA issued a letter decision in which it
declared that it would not authorize Plaintiffs Antioxidant
Vitamn Claim given the agency's review of new antioxidant
vitam n/cancer relationship studies under the "significant
scientific agreenent” standard described in the Gui dance Report.
Ant i oxi dant Vitam n Decision, E.R Tab 1A. The FDAfound a | ack of
significant scientific agreenent as to the rel ati onshi p between
anti oxi dant vitam nintake and reductionintherisk of devel opi ng
cancer. Antioxidant Vitam n Decision at 77, E.R Tab 1A. The FDA
al so found that the wei ght of the scientific evidence agai nst the

rel ati onshi p was greater than the wei ght of evidence in favor of
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the relationship, and therefore concluded that Plaintiffs'
Anti oxidant Vitam n Cl ai mwas "i nherently m sl eadi ng and cannot be
made non-msleading with a disclainmer or other qualifying
| anguage. " |d.

On July 17, 2001, Plaintiffs filed the present |awsuit.
I11. Analysis

Plaintiffs contend that the FDA' s Anti oxi dant Vi tam n Deci sion
fundanental |y m sread and m sappliedthe |l egal standard arti cul ated
by the Court of Appeals in Pearson |, in violation of the First
Amendment. Plaintiffs further contend that the FDA' s conti nued
refusal to authorize the Antioxidant Vitamn Claim even wth
di scl ai ners, causes themirreparabl e harm thus necessitatingthe
i ssuance of a prelimnary injunction. Defendants respond that
deni al of the Antioxidant Vitam n Cl ai mwas based on t he agency's
conclusion that the scientific evidence weighed nore heavily
against than in favor of the antioxidant vitam n/cancer
relati onship, and therefore Plaintiffs' proposed health cl ai mwas
nm sl eadi ng and i ncurabl e by di scl ai mer. The FDA cont ends t hat t he
Antioxidant Vitamin Claimis not protected speech because it is
m sl eadi ng and that t he agency’ s decision to prohibit Plaintiffs'
health claimwas neither arbitrary nor capricious under the APA.

To obtain aprelimnary injunction, Plaintiffs must show (1)

a substantial |I|ikelihood of success on the nerits; (2) a
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substantial threat that they will suffer irreparableinjuryif the
injunction is not granted; (3) that the threatened irreparable
injury outweighs the threatened harmthat the injunction woul d
cause Defendants and third parties; and (4) that granting the
prelimnary injunction would be inthe publicinterest. See Myva

Pharm Corp v. Shalala, 140 F.3d 1060, 1066 (D.C. Cir. 1998);

Washi ngt on Metro. Area Transit Commin v. Holiday Tours, Inc., 559

F.2d 841 (D.C. Cir. 1977).

Applying these four criteria, the Court concludes that a
prelimnary injunctionis warranted in this case. Upon revi ew ng
t he FDA’ s Anti oxi dant Vitam n Deci sion conclusionthat the Cdaimis

"m sl eadi ng and i ncurable by a disclainmer,” the Court concl udes
that the FDA has failed to comply with the Court of Appeals
decision in Pearson | and that Plaintiffs have denmonstrated a
substantial |ikelihood of success on the nerits of their First
Amendnent cl aim

The Court finds, as a matter of law, that Plaintiffs’
Anti oxidant Vitam n Clai mis not "inherently m sl eadi ng," and t hat
the FDAtherefore erred i n not consi dering di scl ai mers to acconpany
the Claim The FDA has failedto carry its burden of show ng t hat
suppression of Plaintiffs' Antioxidant Vitamn Claimis the | east

restrictive means of protecti ng consuners agai nst the potenti al of

bei ng m sl ead by the Claim As expl ained below, it is clear that
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t he FDA has once again failed to conply with the constitutional
gui delines outlined in Pearson |

However, as it is not the Court’s institutional roletodraft
accurate, adequate, and succinct health claimdisclainmers, see
Pearson |, 164 F. 3d at 659, the Court will require the FDAto draft
and subm t one or nore alternative di scl ai mers, one of whi ch may be
sel ected by designers, sellers, and manufacturers of dietary
suppl enent s cont ai ni ng anti oxi dant vitam ns. Because the Court is
grantingonly limtedrelief toPlaintiffs at thistine, see Oder,
Plaintiffs will not be authorized to design, sell, or manufacture
their dietary supplenents wi thout an approved disclai mer.?®

A. Pl ainti ffs Have Denponstr at ed a Subst anti al Li kel i hood of
Success on the Merits.

The parties agree that the Antioxidant Vitamn Claimis
comer ci al speech and that FDA s refusal to authorize Plaintiffs’
proposed cl ai mnmust, therefore, be eval uat ed under the anal yti cal

f ramewor k est abl i shed i n Central Hudson Gas & El ec. Corp. v. Public

°® Plaintiffs request issuance of "an imediate prelimnary
i njunction barring the FDAfromtaki ng any actionto prohibit them
fromincluding onthe |labels and in the | abeling of their dietary
suppl enments that contain antioxidant vitam ns [the Antioxi dant
Vitamn Clainm." Pls.” Applicationfor Prelim Inj. ("P.1. Mt.")
at 34. Plaintiffs indicate that they are "willing to accept any
reasonabl e short, succinct, and accurate disclaimer to guard
agai nst potential m sl eadingness.” 1d. Because the Court finds
the Antioxidant Vitam n Claimto be "potentially m sleading,” the
FDA nust be given the opportunity, "in the first instance," to
draft a clarifying disclainer. Pearson |, 164 F.3d at 659.
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Serv. Commin of New York, 447 U S. 557 (1980), discussed

extensi vely by our Court of Appeal s in Pearsonl , and el aborated on

and reaffirmed by the Suprenme Court in Thonpson v. Western States

Med. Ctr., __ U.S. _, 122 S.Ct. 1497 (2002).

Central Hudson directs the review ng court to conduct a four-

step analysis of speech regul ation. First, the court nust
det er m ne whet her "t he speech concerns | awful activity and i s not

m sl eadi ng," Western States, 122 S. Ct at 1504, because a conpl ete

ban on commerci al speech can only be approved where t he gover nnment
proves that “the expressionitself was flawed i n sone way, either
because it was deceptive or related to unlawful activity.” Central
Hudson, 477 U.S. at 566 n.9. Second, if the speech is protected,
t he court nust determ ne "whet her t he asserted governnent interest

is substantial." Western States, 122 S. Ct at 1504 (citing Central

Hudson, 447 U.S. at 566). If the government interest 1is
substantial, the court nust then determ ne "whet her the regul ati on
directly advances t he governnental interest asserted."” Pearsonl,

164 F. 3d at 657 (enphasisinoriginal) (citing Central Hudson, 447

U S at 566). Finally, the court nust determ ne "whether [the
regul ation] is not nore extensive thanis necessary to serve t hat

interest.” Western States, 122 S.Ct at 1504 (citing Central

Hudson, 447 U. S. at 566). This fourth step requires an eval uation

of "whether the fit between the governnent’s ends and t he neans
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chosen to acconplish those ends is . . . reasonable.” Pearson |,
164 F.3d at 656 (internal citations and quotations omtted).

| n exam ning restrictions on conmerci al speech under the First
Amendnment, the Supreme Court has consistently "rejected the 'highly
paternalistic' viewthat government has conpl et e power to suppress
or regulate commercial speech” in order to protect the public.

Central Hudson, 447 U.S. at 562. Thus, in finding that speech is

m sl eadi ng, the governnment nust consi der that "people w || perceive
their own best interestsif only they are well enough i nfornmed, and
the best neans to that end is to open the channels of

conmmuni cationrather thanto closethem" VirginiaPharmcy Board

v. Virginia Citizens Consunmer Council, 425 U S. 748, 770 (1976).

The First Amendnent places the burden on the governnment to
prove that its nmet hod of regul ati ng speechis theleast restrictive

means of achieving its goals. See Western States, 122 S. Ct. at

1506 (Under the Central Hudson analysis, it is "clear that if the

Government could achieve its interest in a manner that does not
restrict speech, or that restricts | ess speech, the Government nust
do so."); Pearson |, 164 F. 3d at 659 (The governnent "nust still
meet its burden of justifying a restriction on speech."). The
First Anmendnment does not allow the FDA to sinply assert that
Plaintiff's Claimis m sleadinginorder to “supplant [its] burden

to denonstrate that the harns it recites are real and that its
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restriction will in fact alleviate themto a nmaterial degree.”

| banez v. Florida Dep’'t of Bus. & Prof’l Requl ation, 512 U. S. 136,

146 (1994) (internal citations omtted). In this case, the
Gover nment has not satisfiedits burden--thereis no evidence that
the proposed Antioxidant Vitamn Claim if acconpanied by a
di scl ai mer, would be deceptive or unl awful.

1. Plaintiffs' Antioxidant Vitamin Claim Is Not
| nherently M sl eading Commerci al Speech.

Turningto the first step of the Central Hudson anal ysis, we

begin with the Court of Appeals' strong suggestion in Pearson |
that Plaintiffs’ Antioxidant Vitamn Claimwas only potentially
m sl eadi ng, not i nherently m sl eading. Wil e the Suprene Court has
hel d t hat "i nherently"” m sl eadi ng i nformati on may be bannedinits
entirety, it has al so reasoned that so I ong as i nformati on can be
presented in away that i s not deceptive, suchinformationis only

potentially m sl eadi ng--not i nherently msleading. InreR MJ.,

455 U. S. 191, 203 (1982). As such, the governnment “may not pl ace

an absol ute prohibitionon certaintypes of potentially nm sleading

information," id., because even when speech "communi cates only an
inconplete version of the relevant facts,...some accurate
informationis better than noinformation at all." Central Hudson,

447 U. S. at 562 (internal citations omtted) (enphasis added). For

this reason, the Court of Appeals concluded that addition of a
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clarifying disclainer to a potentially m sleading health claim
woul d provide the public with information while satisfying the
governnment's concerns about the conpl eteness of the information
bei ng provided. Pearson |, 164 F.3d at 659.

Based uponits revi ewof the nost recent scientific evidence,
the FDA determ ned that Plaintiffs' Antioxidant Vitamin Claimis
"inherently m sl eadi ng and cannot be nade non-m sleading with a
di sclaimer.” Antioxidant Vitamn Decision at 77, E.R Tab 1A
G ven the FDA's continual refusal to authorize the disclainers
suggested by the Court of Appeals, or any other disclainmers, as
wel |l as the FDA's resistance to the teachings of Pearson 1, it is
essential to carefully reviewthe analysis it relied upon to ban
Plaintiffs' Antioxidant Vitam n Cl ai minthe context of thePearson
L opi ni on.

a. Pearson | clearly consi dered the circunstances
in which the FDA mght ban a claim as
nm sl eadi ng based on scientific evidence.

The Court of Appeal s established cl ear gui delines for the FDA
in determ ning whether a particular health claimnmy be deened
"inherently m sl eadi ng" and t hus subj ect tototal suppression. The

Court inplied, though it did not declare explicitly, that when

1 Because studi es of the rel ati onshi p between anti oxi dant vitan n
suppl ements were limtedin 1993, the FDA' s initial review of the
Ant i oxi dant Vitam n Cl ai mfocused on the rel ati onshi p betweenfoods
containingvitam ns Cand E and the ri sk of cancer. Pearsonl, 164
F.3d at 658.
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"credi bl e evidence" supports a claim that claim nmay not be
absolutely prohibited. Pearson |, 164 F.3d at 659. VWhile the
Court did not "rule out the possibility that where evidence in
support of aclaimis outwei ghed by evi dence agai nst the claim the
FDA coul d deemit incurable by a disclainmer and banit outright,”
it is clear that the Court was alluding to a very narrow set of

ci rcunst ances i n whi ch suppressi on woul d be perm ssi bl e under the

First Amendnent. [d.
Specifically, Pearson | identified two situations in which a
conpl ete ban would be reasonable. First, when the *“FDA has

determ ned t hat no evi dence supports [a health] claim” it may ban
the claim conpletely. ld., 164 F.3d at 659-660 (enphasis in
original). Second, when the FDA determ nes that "evidence in

support of the claimis qualitatively weaker than evi dence agai nst

the claim-for exanple, where the claimrests on only one or two

old studies,” it may i npose an outright ban. 1d., 164 F. 3d at 659

n. 10 (enphasis added). Even in these two situations, a conplete
ban woul d only be appropriate when

t he gover nnent coul d denonstratewi th enpirical evi dence
that disclaimers simlar to the ones [the Court]
suggest ed above ["The evi dence i n support of this claim
is inconclusive" or "The FDA does not approve this
clai ] woul d bewi | der consunmers and fail to correct for
decepti veness.

ld., 164 F. 3d at 659-660 (enphasi s added). WMbreover upon revi ew ng
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the four clainms prohibited by the FDA, including the Anti oxi dant
Vitamn Claim the Court indicated that it was "skeptical" that the
governnment woul d be able to provide such evidence. |d.

Thus, two concl usi ons energe froma cl ose readi ng of Pearson
IL. First, the Court of Appeals did not rule out the possibility
that disclainmers would not be able to correct the inherent
m sl eadi ngness of sone health clainms. Second, the Court stated
that any conplete ban of a claim would be approved only under
narrow ci rcunst ances, i.e., when there was al nost no qualitative
evi dence i n support of the clai mand where t he gover nment provi ded
enpi rical evidence proving that the public would still be deceived
even if the claimwas qualified by a disclainmer.

b. FDA review of the Antioxidant Vitamn Claim
did not conformwith its own CGui dance Report.

VWhile the Court is mndful that it is generally "not for the
judicial branch to undertake conparative eval uati ons of conflicting
scientific evidence," NRDCv. EPA, 824 F.2d 1211, 1216 (D.C. Cir.
1987), our Court of Appeals has also cautioned that the courts
"nmust ensure that the [ agency] has exam ned the rel evant data and

articul ated an adequat e expl anation for its action.” |nternational

Fabricare Institutev. E.P.A., 972 F. 2d 384, 389 (D.C. Cir. 1992).

The deference due to an agency's expert eval uation of scientific

data does not negate "the duty of [the] court to ensure that an
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agency...conduct a process of reasoned decisionnaking." K N

Energy, Inc. v. F.EER C , 968 F.2d 1295, 1303 (D.C. Cr. 1992)

(enmphasis in original).

Simlarly, acourt must al so exam ne an agency' s reasoningto
det erm ne whether its decisionis "arbitrary, capricious, an abuse
of discretion, or otherwi se not in accordance with | aw' under the
APA, 5 U.S.C. 8§ 706(2)(A). An agency's deci sion may be overturned
under the APAwhenit “has failed to respondto specific challenges

that are sufficiently central to its decision.” |Internationa

Fabricare Institute, 972 F.2d at 389. The significant

constitutional concerns in this case further underscore this

Court's "duty of hol di ng agencies to certain m ni mal standards of

rationality."” Ethyl Corp. v. E.P.A., 541 F.2d 1, 36 (D.C. Cr.
1976) .

Inreachingits May 4, 2001, anti oxi dant vitam n deci sion, the
FDA revi ewed nore than 150 studies exanm ning the relationship
bet ween antioxi dant vitam ns and various types of cancer and
reached two conclusions. First, it decided that there was not
significant scientific agreement that the avail able evidence

supported t he anti oxi dant vitam n/cancer rel ati onshi p. Anti oxi dant

“"The FDA considered intake of vitamins Cand Ewith relation to
ri sk of devel opi ng bl adder, breast, cervical, colorectal, |ung,
or al / pharyngeal / esophageal , pancreatic, prostate, skin, and stonach
cancers.
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Vitam n Decision at 3-4, E.R Tab 1A. Second, the FDA concl uded
that the scientific evidence agai nst the Anti oxidant Vitam n Cl aim
out wei ghed the evidence for the claimbecause the studies that
suggest ed support for the claimwere "[in]sufficient, on bal ance,
to support a qualified claim..in such a way as not to m sl ead
consuners.” Antioxidant Vitam n Decision at 76, E.R Tab 1A
Consequently, the FDA rejected the Plaintiffs’ health claim as
m sl eadi ng and not curable by disclainer.

Turning to a review of the record upon which the FDA reli ed,
we see that approximately one-third of the nore than 150
intervention and observational studies considered by the FDA

support the anti oxi dant vitam n/cancer rel ati onship. Inreviewng

2.Of the antioxidant vitam n/cancer studies reviewed by the FDA:

a) Five of seventeen intervention studies supported the
rel ati onshi p, and one st udy produced m xed reports both for
and agai nst the relationship;

b) Two of six post-hoc intervention studies supported the
rel ati onshi p; and

c) Sixty-five of 191 observational studies supported the
relationship as did the one observational neta-analysis
reviewed by the FDA

However, the FDA discounted many of the studies supporting the
relationship for study errors or design limtations. See, e.qd.,
Antioxidant Vitam n Decision at 20 (A nmeta-analysis study
supporting a vitamn c - breast cancer relationship "nust be
viewed with caution."); 27 (Studi es supporting avitamn c-cervical
cancer relationship were given "very little weight in its
analysis.” ); and 71 (Support for a vitam n E-stomach cancer
relationship was interpreted with caution.)
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these studies, the FDA said it gave appropriate weight to the
findi ngs based on t he protocol establishedinthe Gui dance Report.
See Anti oxi dant Vitam n Deci sion at 9-15, E.R Tab 1A. That Report
states that intervention studies shoul d be wei ghed nore heavily
t han observational studies. Thus, the FDAsinply failedto follow
its own Report and give appropriate weight to the approxi mtely
one-third of the intervention studies that supported the
Plaintiffs' Claim

The FDA al so stated that it banned the Plaintiffs’ Cl ai mbased
on the |l ack of evidence that consunption of antioxidant vitamn

suppl enents reduced cancer risk in the general population.

Ant i oxi dant Vitam n Decision at 3-4, E.R Tab 1A (enphasi s added) .
However, contrary toits own protocols, the FDA gave undue enphasi s
to many intervention studies that did not focus on the general
popul ati on, but rather focused on specific popul ati ons that were at
a higher risk for cancer (i.e., snmokers at risk for lung cancer).
Whil e the FDA adm ts that sone heavil y-wei ghted studi es i nvol ved
popul ati ons with "hi gher than nornmal cancer rates” or with "non-
cancerous | esions from which cancer develops,” it argues that a
| ack of support for the anti oxi dant vitam n/cancer relationshipin
t hese popul ati ons woul d i ndicate that it was "unlikely that there
woul d be an effect in the generally healthy popul ation as well."

Gov't Opp'n at 21, 22.
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It is difficult to discern the logic in this argunent--the
fact that a highrisk popul ati on woul d not be hel ped by anti oxi dant
vitam ns hardly proves that a low risk popul ati on woul d not be
benefitted. Quite the contrary, it my well be that a | owrisk
popul ati on woul d be benefitted by a vitam n suppl enent that fail ed
to help a population with increased vulnerability to disease.

The FDA's enphasis on studies involving pre-cancerous
popul ations runs directly contrary tothe protocol established in
its Guidance Report. The Report clearly states that "[a]lthough
i nterventional studies are the nost reliable category of studies
for determ ni ng cause-and-effect rel ati onshi ps, generalizing from
sel ected popul ations often presents serious problens in the
interpretation of such studies.” Guidance Report at 6; E.R Tab
12. Yet, that is precisely what the FDA did when it generalized
fromstudi es of high-risk populations to evaluate the Plaintiffs'

heal th cl ai m

¥ |In fact, the FDA took a nmarkedly different position when
guestioning the results of certain studies that indicated support
for the Plaintiffs’ Antioxidant Vitam n Cl ai mbut had been based on
popul ati ons whi ch were unli ke the general, U.S. popul ati on. See,
e.g., Antioxidant Vitam n Decision at 67 (The FDA found the
rel evance of one vitani n C-stomach cancer study "uncl ear due to the
fact that the trial was conducted in a population ..with a very
hi gh i ncidence of stomach cancer.”), and 68 (Results of a study
supporting the vitam n C-stonmach cancer rel ati onshi p were uncl ear
given the "nutritional differences between this poorly nourished
Chi nese popul ation and the U.S. population.").
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The Report al so supports Plaintiffs' argunment that nore wei ght
should be given to studies of the general population.
Significantly, the FDA expl ained that assessing the quality of
subst ance/ di sease rel ati onshi ps woul d i n part depend on whet her t he
st udy popul ati on was representati ve of the popul ationto whichthe
health claimw || be targeted for factors such as heal th stat us.
CGui dance Report at 12; E.R Tab 12. Once again, the FDA s choice
torely nore heavily on studies of high-risk popul ati ons than on
studi es representative of the populationto whichthe Plaintiffs'
claimis targeted, did not adhere to the teachings of its own
Gui dance Report.

In short, the basic finding upon which the FDA rests its
decision to ban the Plaintiffs' claim i.e., that the claimis
m sl eadi ng because t he evi dence agai nst it out wei ghs the evi dence
i nsupport of it, is unreasonabl e becauseit i s not supported by an
overall reviewof the avail abl e evi dence or the FDA' s own Gui dance
Report .

cC. The circunmstances under which the FDA m ght
ban a cl ai mas m sl eadi ng based on scientific
evi dence are not present in this case.

Even if the FDA's anal ysis of the Antioxidant Vitam n Clai m

wer e reasonabl e, the governnent nust satisfy a heavy burden to

prove that suppression of comercial speech is all owed under the
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First Anendnent.* After carefully review ng the FDA' s Gui dance
Report, the evidence upon which the FDA relied, and the FDA's
concl usi on that the evidence against the Plaintiffs' claimclearly
out wei ghs the evidence in support of it, the Court finds that the
FDA's decision to ban the claimconmpletely is not in accordance
with the |aw as set forth by the Court of Appeals in Pearson |.

First, while the Court of Appeals stated that a conpl ete ban
woul d be reasonabl e where t here was no evi dence to support aclaim
Pearson |, 164 F. 3d at 659-660 (enphasis in original), that is not
t he case here. It is undisputed that the FDA identified sonme
evi dence (approxi mately one-third of the total evi dence exam ned)
i n support of the Antioxidant Vitam nClaim Therefore, aconplete
ban of the Claimcannot be justified.

Second, the Court of Appeals stated that a claim m ght be
banned i f there was qualitatively weak supporting evidence foundin
"only one or two old studies.”" Pearson |, 164 F.3d at 659 n. 10.
The FDA has banned the Plaintiffs' claimby concluding that the
evi dence i n support of it was weaker than evi dence agai nst it, but

it is clear that nore than 60 recent studies reviewed by the FDA

“ Plaintiffs also claimthat "health agencies of the federal
governnment other than the FDA have published that anti oxi dant
vitam ns may reduce the risk of certain kinds of cancer."” Pl’'s
Mem in Support of Pls.” Mt. for a Prelim 1Inj. at 15-16.
However, upon de novo constitutional reviewof the exhibits, the
Court agrees with the Governnent that the claimis inaccurate.
Govt’'s Opp’'n at 22-23.
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supported the claim This hardly constitutes the "one or two old
studi es" that the Court of Appeals contenplated m ght support a
total ban.

Third, even if the FDA's decision to ban the Clai mcould be
justifiedby findingthat the evidence in support of it was clearly
qualitatively weaker than the evidence against it, the FDA has
failedto provide enpirical evidence that an appropri ate di scl ai ner
woul d confuse consuners and fail to correct for deceptiveness.
Pearson I, 164 F. 3d at 659-660. Again, the FDA's decision to ban
Plaintiffs' claimis not in accordance with Pearson |.

As noted earlier, even though Pearson | recognized the

possibility that the deceptiveness of sonme health cl ai ms m ght not
be curable by disclainmers, the conplete ban of a claimwould be
approved only under narrow ci rcunst ances--where therewas little-
to-no scientific evidence in support of the claimand where the
governnment coul d prove that the public would still be deceived by
the claim even with the use of acconpanying disclainers.
Consequently, the Court conlcudes that the FDA's rejection of

Plaintiffs' claim has failed to satisfy both the Pearson |

conditions for a total ban--becauseone-third of the studi es that
t he FDA revi ewed supported the Antioxidant Vitam n Claimand the
FDA failed to provide enpirical evidence that consunmers woul d be

decei ved by the use of the claimif acconpani ed by a disclainer.
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2. Considering the Antioxidant Vitamn Claim in
Totality, the FDA Has Failed to Follow the First
Amendment Anal ysis Mandated by Central Hudson,
Pearson | and Western States.

As the overall evidence considered by the FDA wei ghs on both
sides of the antioxidant vitam n/cancer relationship, the rare
circunstances identified in Pearson | authorizing a conpl ete ban
based on a claims inherent m sleadingness are not present.

Accordingly, at the first stage of the Central Hudson anal ysi s, the

Court determ nes, as a matter of | aw, that the Anti oxi dant Vitam n
Claimis only potentially m sl eading, not inherently m sl eadi ng,
because the informati on m ght be presented in way that is not
deceptive--with a clarifying disclainer as suggested by the Court
of Appeals. Pearson |, 164 F.3d at 659.

Havi ng consi dered t he very Anti oxi dant Vitam n Cl ai mwhichis
at issue in this case, the Court of Appeals found the FDA' s
substantial interest in"protection of public health and preventi on

of consuner fraud" was "undeni abl e" under Central Hudson's second

step. Pearson I, 164 F.3d at 655-56. The third step of Central
Hudson was al so sati sfied because the FDA' s regul ati on of dietary
suppl enment health clains directly advances its interest in
"protecting agai nst consuner fraud." Pearsonl, 164 F.3d at 656.

The Court of Appeal s reasoned that the regul ati ons woul d prevent
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conf usi on by ensuri ng t hat consumers had non-m sl eadi ng i nfornati on
about the health products they contenpl ated purchasing. |d.
As the FDA has satisfied the second and third steps of the

Central Hudson test in the present case, *® the key anal ysi s cones

under Central Hudson's final step--whether there is a reasonable

fit between the governnment’s goals and the neans it has chosen to
achieve them |In determ ning whether there is a reasonable fit
bet ween t he FDA' s goal s of consunmer protection and its decisionto
ban Plaintiffs' Antioxidant Vitamn Claim the Suprene Court has
clearly stated that "if the Governnment coul d achieveitsinterests
inamtter that does not restrict speech, or that restricts | ess

speech, the Governnent nust do so." Western States, 122 S.Ct. at

1506 (enphasi s added). Inits reviewof the rel evant Supreme Court
deci sions, our Court of Appeals also concluded--even before

i ssuance of Western States--that disclainmerswere "constitutionally

preferable to outright suppression.” Pearson |, 164 F.3d at 657
(internal citations omtted). |In other words, nore disclosure

rather than l ess is the preferred approach, so | ong as commerci al

B Plaintiffs also contend that the FDAis suppressing their claim
in order to protect the new drug approval process. While the FDA
does not articulate such an interest, the Supreme Court recently
rejected the FDA' s practice of suppressing speech to protect an
assertedinterest inprotecting newdrug approval process. Wstern
States, 122 S. Ct. at 1504-06.
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speech is not inherently m sleading. Pearson |, 164 F.3d at 657

(citing Bates v. State Bar of Arizona, 433 U.S. 350, 376 (1977)).

G ven that the First Arendrment "means t hat regul ati ng speech
nmust be a |l ast—-not first--resort,” the burdeninthis caseis on
the FDAto prove t hat suppression of the Antioxidant Vitam n Cl aim

"was a necessary as opposed to nerely conveni ent means of achi evi ng

its interests.” Western States, 122 S.Ct. at 1507 (enphasis

added) . The Court of Appeals' earlier reviewof the FDA s deni al
of the Plaintiffs' Antioxidant Vitam n Cl ai mfound that the FDA's
justifications for suppressionwere nerely "concl usory assertions
[that fell] far short" of satisfying its burden and concl uded t hat
t he FDA had not chosen a |l ess restrictive neans of protectingits
interests, i.e., a disclaimer. Pearson |, 164 F.3d at 659.

Once again in its 2001 decision, the FDA has failed to
recogni ze that its decisionto suppress the Plaintiff's Anti oxi dant
Vitam n Cl ai m does not conport with the First Amendnent's cl ear
preference for disclosure over suppression of commrercial speech.

B. Plaintiffs WI I Suffer Irreparabl e Harmby t he Ref usal of
FDA to Allow a Qualified Antioxidant Vitam n Claim

The case |l awnakes it very clear that Plaintiffs are harned by

t he FDA' s suppressi on of the Anti oxi dant Vitam n Cl ai mbecause t he

®*Congress considered it i nportant that health clai ns be presented
tothe publicto enablethemto make an i nformed deci si on regardi ng
"therelative significance of the [health] claiminthe context of
[their] total daily diet." H R Rep. 101-538, at 21 (1990).
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"l oss of First Amendnent freedons, for even mninmal periods of
time, unquestionably constitutes irreparable injury." Elrod v.
Burns, 427 U. S. 347, 373 (1976) (plurality opinion) (citing New

York Tines Co. v. United States, 403 U.S. 713 (1971)); see also

Lakewood v. Plain Dealer Publ’g Co., 486 U.S. 750, 758 (1988)

(noting that "opportunities for speech,"” if suppressed, "are

irretrievably lost”). Accord, National Treasury Enpl oyees Uni on v.

United States, 927 F.2d 1253, 1254 (D.C. Cir. 1991), Wagner V.
Tayl or, 836 F.2d 566, 576 n.76 (D.C. Cir. 1987).%

G ven that Plaintiffs have suffered a |oss of their First
Amendnment freedons for nore than a m ni mal period of tinme because

nine years have passed since the FDA first prohibited the

Antioxidant Vitamn Claimin 1993, the FDA's unconstitutiona
suppression of Plaintiffs' claimclearly constitutes irreparable

har m

7 Defendants inply that Elrod and its progeny do not apply to
comer ci al speech because the case |l awi ndi cates "that conmmerci al
speech, unlike political speech, is nore durable and not easily
chilled.” Govt’'s Opp’n at 40. However, while the Suprenme Court
cases that the Governnent cited in support of its argunent noted
t hat commerci al speech was different fromother types of speech,
t he Supreme Court still concluded in each of those cases that the
First Amendnent allows only limted regulation of comrercial
speech. See Virginia State Board of Pharmacy; Central Hudson; and
Fri edman v. Rogers, 440 U.S. 1 (1979).
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C. Potential Harm to the Public Does Not Outweigh
Plaintiffs' First Amendment Injury.

Def endants contend that the Antioxidant Vitamn Claimwl|I
m sl ead and harmthird parties (nanely, consuners) and thereforeis
not beneficial tothe public. The Court is well aware of the vital
rol e the FDA pl ays i n protecting vul nerabl e consuners fromfraud in
the | abeling and marketing of foods and dietary supplenents.

However, under the governing anal ysis set forthin Wstern States

and Pearsonl, evenif Plaintiffs’ Antioxidant Vitamn Claimisin
sone respects "potentially" m sleading, theresultinginjury that
could flowto consuners cannot conpare, as a matter of law, with
the First Amendnment injury Plaintiffs have continually borneinthe
more than three years since Pearson | was deci ded.

It is especially inportant torecognize that, in the present
case, the potential harmto consuners fromdeception is severely
limted. Significantly, the FDA has not relied on any argunent
t hat consunpti on of anti oxi dant suppl enents wi ||l cause any physi cal

or medi cal harmto the public.*® At worst, any deception resulting

8 Because t he FDA chose not to exerciseits enforcement di scretion
toallowaqualifieddisclainmer, the agency found it unnecessary to
evaluate the potential safety concerns about ingestion of
antioxi dant vitam ns at very highlevels. However, thereis anple
evidence that the dosages contained in Plaintiffs antioxidant
suppl enments are safe. See Pl's Exhibit 25, Food and Nutrition
Board, Institutes for Medicine, Dietary Reference |ntakes for
Vitamin C, Vitamin E, Selenium and Carotenoids 162, 258 (2000)
(Vitamins C and E are safe for human consunpti on by the general
popul ations up to the daily limts of 2,000 ng of Vitam n C and

(continued...)
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fromPlaintiffs’ health claimw |l result in consuners spending
noney on a product that they m ght not otherw se have purchased.
This type of injury, while obviously not insignificant, cannot
conpare to the harmresulting fromthe unl awful suppression of
speech.

D. The Public I nterest Woul d Be Served by FDA' s Approval of
an Antioxidant Vitanmn Claim

The issuance of an injunction in support of Plaintiffs'
Ant i oxi dant Vitam n Cl ai mwoul d serve the publicinterest inthree
ways. First, it is clearly inthe public interest to ensure that
gover nnent al agenci es, such as the FDA, fully conply with the | aw,
especially when we are concerned with the paraneters of a First
Amendnment right to effectively communicate health nessages to
consuners. Second, Congress enacted NLEAw th the i ntention that
consuners woul d have access totheinformationinhealthclainsin
order to make i nformed di etary deci sions. H R Rep. 101-538, at 21
(1990). Third, the public health risk fromcancer is undeni ably
substantial. See American Cancer Society, Cancer Facts & Fi gures
2002 at 1-3. (2002) (Cancer is the second | eadi ng cause of death

inthe United States; npre than 16 m |l lion new cancer cases have

(...continued)

1,000 ng of Vitam n E and pose no carcinogenic or other risk of
injury/illness at those levels.); Pl's Exhibit 3, National
I nstitutes of Health, Facts About Dietary Supplenments: Vitamn E
(Aug. 7, 2001), available at http://ww. cc. ni h. gov/ccc/ suppl enent s/
vite.htm (The health risk of too much Vitamin Eis |low.).
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been diagnosed since 1990; and the governnent estimates that
overall costs for cancer in 2001 exceeded $150 billion.). The
t ypes of cancers for which the FDArevi ewed t he Anti oxi dant Vitam n
Cl ai moccur throughout the U.S. popul ation. G ven that one-third
of the scientific studies reviewed by the FDA found that
consunption of antioxidant vitam ns reduced adults' risk of
devel opi ng certain types of cancer, the public interest is well
served by permtting information about the antioxidant
vitam n/ cancer connection to reach as wide a public audi ence as
possi ble. Plaintiffs’ Antioxidant VitaminCl aim wth appropriate
di scl ai mers, communi cates an i nportant nessage that the American
public is entitled to hear and eval uate.
| V. Conclusion

For the reasons stated, the Court finds that the FDA' s
decision to conpletely prohibit Plaintiffs’ Antioxidant Vitamn
Clai mas "i nherently m sl eadi ng" was unconstitutional and "not in
accordance with law' wunder the APA, 5 US.C. 8§ 706(2)(A).
Plaintiffs’ proposed Claimis only potentially m sleading and
t herefore subject to First Amendnent protection. Accordingly, the
Court concl udes that the FDA has acted in viol ati on of the Court of
Appeal s decision in Pearson | by suppressing Plaintiffs’ Claim
rat her than proposing a clarifying disclaimer to acconpany the

Claim Accordingly, the Court grants Plaintiffs’ Mtion for a
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Prelim nary Injunction insofar as it requests a declaration that
the FDA's refusal to authorize the Antioxidant Vitamn Claim
violates the First Amendnent.?®

However, because it is the FDA's, rather than the Court’s,
institutional roletodraft accurate, adequate, and succinct health
clai mdi sclainmers, the Court hereby remands this case to t he FDA,
instructing the agency to draft and submt one or nore such
appropriately short, succinct, and accurate disclainmers.?® The
Court strongly suggests that, at a m ni rum the agency consi der the
two disclainmers suggested by the Court of Appeals in Pearson |
("The evidence in support of this claimis inconclusive" and "The
FDA does not approve this clainm).

An Order will issue with this Opinion.

Dat e d adys Kessl er
United States District Judge

19 See supra note 10.

2 The Court is aware that there are certain constraints on its
ability to mandate specific time limts for agency action. See
Consuner Fed’n of Am and Pub. Citizen v. United States Dep’t of
Heal th and Human Servs., 83 F.3d 1497, 1506-07 (D.C. Cir. 1996).
However, there is no question that the agency has acted with | ess
t han reasonabl e speed inthis case, as denonstrated by its 18 nonth
del ay i n revoki ng rul es decl ared unconstitutional by the Court of
Appeal s in Pearson|l. Consequently, the Court anticipates that the
agency will conplete its task within 60 days.
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UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF COLUMBI A

JULIAN M WHI TAKER, MD., et al., )
)
Plaintiffs, )
)
V. ) Civil Action
) No. 01-1539 (C&K)
TOMW G THOWMPSON, Secretary, )
Depart nent of Health and Human )
Services, et al., )
)
Def endant s, )
)
ORDER

This matter is before the Court on Plaintiffs’ Mtion for a
Prelimnary Injunction [#4]. For the reasons stated in the

acconpanyi ng MenorandumQpi nion, it isthis day of Decenber,

2002,

ORDERED, that Plaintiffs’ Mdtionfor aPrelimnary |Injunction
[#4] is granted, insofar as it requests a decl aration that the Food
and Drug Adm nistration’s My 4, 2001, denial of Plaintiffs’
Antioxidant Vitam n C ai m("Consunpti on of anti oxi dant vitam ns may
reduce the risk of certain kinds of cancers.") violates the First
Amendnent of the U. S. Constitution; and it is further

ORDERED, that this caseis remanded, effectiveimedi ately, to

t he Food and Drug Adm ni stration, for the purpose of drafting one

or more short, succinct, and accurate alternative disclainers,
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whi ch may be chosen by Plaintiffs to acconpany their Antioxi dant

Vitam n Cl ai m consistent withthe acconpanyi ng Menor andum Qpi ni on.

d adys Kessl er
United States District Judge
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Enord & Associ ates, P.C.
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Washi ngton, DC 20036

Drake Cuti ni

O fice of Consunmer Litigation
Civil Division

U.S. Departnment of Justice

P. O. Box 386

Washi ngton, D.C. 20044
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